!m _ INTERNATIONAL ENTER FOR TECHNOLOGY ASSESSMENT

16 June 1999 PR AR IC TR
o 4285 ' JN21 FO32
- Commissioner Jane Henney I '
‘Food and Drug Administration
Parklawn Building, Room 1471

5600 Fishers Lane
ROCkVille, MD 20857

7 Dear Commlsmonel Henny

Pu1 quant to the Admlmstratlve Procedure Act (“APA”) 5 U S.C. § 553(6) and the FDA L
1mplementmg regulatlom numerous organizations have petitioned your office to take action
regarding, inter alia, the potentlal human and animal health impacts associated with the animal drug
bovine growth hormone (“rBGH or rBST"). See FDA Docket No. 98P-1194." More ipec1flcally, the
agency has been requested to initiate procedures to withdraw the approval of Posilac®. Since the
: fllmg of the petitions over six months ago, your office has faﬂed take any action concerning the
issues pleqented by the International Center for Technology: Assessment and other petitioners. The
-, agency’s failure to reqpond to the citizen petition denies petltloners relief at the agency level and is E
" aconstructive denial of the petitioner’s request. Assuch, petltlonerq intend to pursue other avenues,

. mcludmg Judw]al review, in order to assure th’lt the agency responds to the issues rzused by the CTA.

Indeed, ‘the agency 1nact10n in this mattel is subject to ]UdlClal review. Under the APA “agency:
: actlon is'defined to mclude ‘the whole or pa.rt of an agency rule, ordel llceme sanction, rehef or
the equivalent denial thereof, or failure to act”! and gives courts the power to * compel agency action
. unlawfully withheld or unreasonably delayed "% Thus, the APA authorizes courts to review agency
- decisions to refrain from taking action." When administrative inaction has precisely the : same impact
on the rights of the parties as denial of relief, an agency cannot preclude judicial review by casting -

its decmon in the foun of 1nact10n rathel than in the form of an order denying lehef &

__In addition, the agency’s inaction is violative of establishéd agericy L‘egulations. The FD’A'h_a_éf"
established regulations in which a reasonable period for agency response to citizen petitions can be-

s U.S.C._ § 551(13)'(1995) (emphasis added).
©25USC §706(l)(199i) o

‘Chaneyv Heckler, 718F2d 1174 118% n, 22 (DC Cir. 1983)." ‘

4Emuonmemal Defensc Fund v, Haldm 428 F. 2d 1093 1(}99 (D C. C[r ]970) _ o
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no more than 180 days.’ Regulations which are promulgated by an administrative agency in carrying
~ out it statutory mandate can also provide standards for judicial review of agency action.® Such self-_-
1mpo<ed constraints may supply (he “law'to 1pply to overcome the Judmal _presumption agamet\_;
reviewing administrative mactmn Thus, the agency must aet 1n a prompt manner or be subject '
to further action. The agency’s delay i in answering the current petmom amounts toa refueal to act,
with sufficient fmallty and r1pene€% to permlt _]lldIC]d] reV1eW

- Furthermore, petmoner% remind the FDA that exce‘;swe and unreaqonable deldy in addreqsmg
matters brought to its attention by the publlc saps the public confidence in an agency’s ability to
dlqcharge its responsibilities and creates uncertalnty for the partres who must mcorporate the'
potentlal effect of posmble agency dec1slon makm gin the future

' Petitioners request the agency to: respond to the aforementloned petmon w1thm fourteen (14)-
“calendar days. In the absence of an affirmative response, the petitioners w1]1 be compel]ed to
consider litigation in order to achleve the full and complete actron reqmred to addre%e thls v101at10n
. of federal law : o '

Sincerely,

J oseph Mendelson III
‘Legal Director -

CC: "Docket No. 98P-1194 ,
" Dockets ManagementBraneh '
F.D.A.
" Room 1-23- .
© 12420 Parklawn Drlve
- Rockville, MD 20857 -

s 21 CFR§ lO 30(e)(7)(1998)

. Center for Auto Safel\ V. Dole 846 T. 2d 1522 1 534 (I) C. Cn 1988}

B 7Center for Auto Saf(,lvv Dole 846 F d 1512 !5?4 (D C. Cn 1988)

*‘_Qm_lmm 428 F2d at 1100,

© 9 public Cr'lrzen Health Research Group v, Food and 'D rug Admxms'mtlon 740 F 2(1 2l 32 (D C Clr ]984) qunnng
Poloma(. Electric Power Co. v. ICC, 702 F. ’d 1026 ]034 (D C Cn 1983). o
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